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DETAILED ACTION 
Information Disclosure Statement 

1 . The information disclosure statements filed 1 1/22/2004 and 1 0/6/2006 have been 
considered and made of record. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claim 2 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

In claim 2, "said pump" lacks antecedent basis. Note claim 1 is silent with respect to the 
device including a pump. 

Claim Rejections - 35 USC §102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1 (a) shall have the effects for purposes of this 
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subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

5. Claims 1-3, 10, 21-25 and 30-32 are rejected under 35 U.S.C 102(a) as being anticipated 
by Alford et al.(WO 03/024214 or US 2003/0054540). 

With respect to claim 1, the reference of Alford et al. discloses a perfusion loop (See 
Figure 1) that includes an organ container (8); a bubble remover (11); and an oxygenator (21). 
With respect to the "disposable after a single use" limitation, any of the elements listed above are 
considered to be capable of being disposed of after a single use. Note statements of intended use 
carry no patentable weight in apparatus-type claims. 

With respect to claim 2, the reference of Alford et al. discloses the use of tubing (19) to 
connect the elements of the device and the reference discloses the use of peristaltic pump (24). 

With respect to claim 3, the reference discloses the use of temperature regulator (6). 

With respect to claim 10, the temperature regulator (6) is in heat-exchange contact with 
the organ container (8) (See Figure 2). 

With respect to claims 21, 25, 31 and 32, any of the elements listed above are considered 
to be capable of being disposed of after a single use. Note statements of intended use carry no 
patentable weight in apparatus-type claims. 

With respect to claim 22, the reference of Alford et al. discloses the use of tubing (19) to 
connect the elements of the device. Also, any of the elements listed above are considered to be 
capable of being disposed of after a single use. Note statements of intended use carry no 
patentable weight in apparatus-type claims. 

With respect to claim 23, the reference of Alford et al. discloses the use of pump (24). 
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With respect to claim 24, any of the components of the device can be disposed of or 
reused. Note statements of intended use carry no patentable weight in apparatus-type claims. 

With respect to claim 30, the reference of Alford et al. discloses the use of a cover (9) 
including an adaptor (7) and quick connect-disconnect coupling (5). 

6. Claims 1-3, 10, 21-25 and 30-32 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Alford et al.(US 6,677150). 

With respect to claim 1, the reference of Alford et al. discloses a perfusion loop (See 
Figure 1) that includes an organ container (8); a bubble remover (11); and an oxygenator (21). 
With respect to the "disposable after a single use" limitation, any of the elements listed above are 
considered to be capable of being disposed of after a single use. Note statements of intended use 
carry no patentable weight in apparatus-type claims. 

With respect to claim 2, the reference of Alford et al. discloses the use of tubing (19) to 
connect the elements of the device and the reference discloses the use of peristaltic pump (24). 

With respect to claim 3, the reference discloses the use of temperature regulator (6). 

With respect to claim 10, the temperature regulator (6) is in heat-exchange contact with 
the organ container (8) (See Figure 2). 

With respect to claims 21, 25, 31 and 32, any of the elements listed above are considered 
to be capable of being disposed of after a single use. Note statements of intended use carry no 
patentable weight in apparatus-type claims. 

With respect to claim 22, the reference of Alford et al. discloses the use of tubing (19) to 
connect the elements of the device. Also, any of the elements listed above are considered to be 
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capable of being disposed of after a single use. Note statements of intended use carry no 
patentable weight in apparatus-type claims. 

With respect to claim 23, the reference of Alford et al. discloses the use of pump (24). 

With respect to claim 24, any of the components of the device can be disposed of or 
reused. Note statements of intended use carry no patentable weight in apparatus-type claims. 

With respect to claim 30, the reference of Alford et al. discloses the use of a cover (9) 
including an adaptor (7) and quick connect-disconnect coupling (5). 

7. Claims 1-3 and 5-32 are rejected under 35 U.S.C. 102(a) or (e) as being anticipated by 
Owen et al.(US 6,673,594). 

With respect to claim 1, the reference of Owen et al. discloses a perfusion loop (See 
Figures 1 and 2) that includes an organ container (40); a bubble remover (5040); and an 
oxygenator (1 10 or 5030). With respect to the "disposable after a single use" limitation, any of 
the elements listed above are considered to be capable of being disposed of after a single use. 
Note statements of intended use carry no patentable weight in apparatus-type claims. 

With respect to claim 2, the reference of Owen et al. discloses the use of tubing (91) to 
connect the elements of the device and the reference discloses the use of peristaltic pump (90). 

With respect to claim 3, the reference discloses the use of temperature regulator (30b). 

With respect to claims 5 and 6, the Peltier device (30b) is capable of heating or cooling 
the perfusion fluid. 

With respect to claim 7-9, the reference discloses temperature controller (150) which is 
capable of being programmed as indicated in the claims. 
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With respect to claim 10, the temperature regulator (30b) is in heat-exchange contact 
with the organ container (40) (See Figure 2). 

With respect to claims 1 1 and 12, the reference of Owen et al. discloses that the perfusion 
system can include a reservoir (10) that includes a temperature regulator (30a). 

With respect to claims 13-16, the reference of Owen et al. discloses that the perfusion 
device can include a processor that can be programmed by the user (See column 13, lines 23-41; 
and column 15, lines 24-44). 

With respect to claims 17-20, the reference of Owen et al. discloses that the perfusion 
device can include an air venting system that operates in conjunction with a bubble detection and 
removal system (See column 14, lines 34-61; column 18, lines 11-21). 

With respect to claims 21, 25, 31 and 32, any of the elements listed above are considered 
to be capable of being disposed of after a single use. Note statements of intended use carry no 
patentable weight in apparatus-type claims. 

With respect to claim 22, the reference of Owen et al. discloses the use of tubing (91) to 
connect the elements of the device. Also, any of the elements listed above are considered to be 
capable of being disposed of after a single use. Note statements of intended use carry no 
patentable weight in apparatus-type claims. 

With respect to claim 23, the reference of Owen et al. discloses the use of pump (90), 

With respect to claim 24, any of the components of the device can be disposed of or 
reused. Note statements of intended use carry no patentable weight in apparatus-type claims. 

With respect to claims 26-29, the reference of Owen et al. discloses that the use of a radio 
tag and reader are known in the art of organ perfusion (See column 13, lines 23-41). 
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With respect to claim 30, the reference of Owen et al. discloses the use of a cover (67d) 
including an adaptor (62) and quick connect-disconnect coupling (64). 



Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1. Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

10. Claims 3-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Alford et 
al.(WO 03/024214 or US 2003/0054540 or US 6,677,150) in view of Olympus (JP-01-261301). 

The reference of Alford et al. has been discussed above. 

Claims 3-9 differ by specifying the use of a specific temperature regulation system that 
includes heat exchange fluids, tubes and a Peltier device to regulate the temperature of the 
perfusion loop. 
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The reference of Olympus discloses that it is known in the art of organ perfusion to 
employ a coolant (19) in heat exchange communication with the perfusion loop and to employ a 
Peltier device (15). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to provide the temperature control taught by the reference of 
Olympus in the system of the primary reference for the known and expected result of providing 
an art recognized means for providing temperature control of the perfusion loop system. 

With respect to claim 4, if the tubes of the perfusion loop do not meet this claim, it would 
have been obvious to one of ordinary skill in the art to provide heat exchange tubes in the system 
for the known and expected result of increasing the surface area for heat exchange between the 
perfusion fluid and heat exchange fluid. 

With respect to claims 5 and 6, the Peltier device (15) is capable of heating or cooling the 
perfusion fluid. 

With respect to claims 7-9, the system of Olympus discloses the use of a temperature 
controller (20) which is capable of being programmed as indicated in the claims. 

11. Claims 1 1-20 and 26-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Alford et al.(WO 03/024214 or US 2003/0054540 or US 6,677,150) in view of Owen et al.(US 
6,673,594). 

The reference of Alford et al. has been discussed above. 

Claims 1 1 and 12 differ by reciting that the device includes a reservoir with a temperature 
regulator. 
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The reference of Owen et al. discloses that it is conventional in the art of organ perfusion 
to provide the perfusion system with a reservoir (10) that includes a temperature regulator (30a). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art to 
provide the system of the primary reference with a reservoir system as suggested by the 
reference of Owen et al. for the known and expected result of providing a source of additional 
perfusion fluid that can be added to the perfusion loop and maintained at the required 
temperature conditions. 

Claims 13-16 differ by reciting that the device includes a processor for controlling the 
perfusion conditions within the device. 

The reference of Owen et al. discloses that it is conventional in the art of organ perfusion 
to provide the perfusion device with a processor that can be programmed by the user (See 
column 13, lines 23-41; and column 15, lines 24-44). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art to 
provide the system of the primary reference with a processor for the known and expected result 
of automating the operation of the device. 

Claims 17-20 differ by reciting that the device includes a processor controlled venting 

system. 

The reference of Owen et al. discloses that it is conventional in the art of organ perfusion 
to provide the perfusion device with an air venting system that operates in conjunction with a 
bubble detection and removal system (See column 14, lines 34-61; column 18, lines 11-21). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art to 
provide the device of the primary reference with the bubble detection, removal and gas venting 
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system suggested by the reference of Owen et al. for the known and expected result of 
automating the removal of gas or bubbles from the perfusion loop. 

Claims 26-29 differ by reciting that the device includes a radio frequency identification 
tag installed on the organ container and associated reader wherein the tag is used to program the 
control processor. 

The reference of Owen et al. discloses that the use of a radio tag and reader are known in 
the art of organ perfusion (See column 13, lines 23-41). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art to 
provide the device of the primary reference with a radio tag system suggested by Owen et al. for 
the known and expected result of providing a means recognized in the art for allowing the organ 
to be remotely monitored and/or data to be transferred for further use and/or control. 

12. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Owen et al.(US 
6,673,594). 

The reference of Owen et al. has been discussed above. 

With respect to claim 4, if the tubes of the perfusion loop do not meet this claim, it would 
have been obvious to one of ordinary skill in the art to provide heat exchange tubes in the system 
for the known and expected result of increasing the surface area for heat exchange between the 
perfusion fluid and heat exchange fluid. 

Double Patenting 

1 3 . The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
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improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In reLongi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

. Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

14. Claims 1-3, 10, 21-25 and 30-32 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-25 of U.S. Patent No. 
6,677,150. An obviousness-type double patenting rejection is appropriate where the conflicting 
claims are not identical, but an examined application claim not is patentably distinct from the 
reference claim(s) because the examined claim is either anticipated by, or would have been 
obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 
(Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In reLongi, 
759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985). Although the conflicting claims are not identical, 
they are not patentably distinct from each other because claims 1-3, 10, 21-25 and 30-32 are 
generic to all that is recited in claims 1-25 of U.S. Patent No. 6,677,150. That is, claims 1-25 of 
U.S. Patent No. 6,677,150 falls entirely within the scope of claims 1-3, 10, 21-25 and 30-32 or, 
in other words, claims 1-3, 10, 21-25 and 30-32 are anticipated by claims 1-25 of U.S. Patent No. 
6,677,150. 
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15. Claims 3-9 are rejected on the ground of nonstatutory obviousness-type double patenting 
as being unpatentable over claims 1-25 of U.S. Patent No. 6,677,150 in view of Olympus (JP-01- 
261301). 

Claims 3-9 differ by specifying the use of a specific temperature regulation system that 
includes heat exchange fluids, tubes and a Peltier device to regulate the temperature of the 
perfusion loop. 

The reference of Olympus discloses that it is known in the art of organ perfusion to 
employ a coolant (19) in heat exchange communication with the perfusion loop and to employ a 
Peltier device (15). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to provide the temperature control taught by the reference of 
Olympus in the system encompassed by the patented claims for the known and expected result of 
providing an art recognized means for providing temperature control of the perfusion loop 
system. 

With respect to claim 4, if the tubes of the perfusion loop do not meet this claim, it would 
have been obvious to one of ordinary skill in the art to provide heat exchange tubes in the system 
for the known and expected result of increasing the surface area for heat exchange between the 
perfusion fluid and heat exchange fluid. 

With respect to claims 5 and 6, the Peltier device (15) is capable of heating or cooling the 
perfusion fluid. 

With respect to claims 7-9, the system of Olympus discloses the use of a temperature 
controller (20) which is capable of being programmed as indicated in the claims. 
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16. Claims 1 1-20 and 26-29 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-25 of U.S. Patent No. 6,677,150 in view of 
Owen et al.(US 6,673,594). 

Claims 1 1 and 12 differ by reciting that the device includes a reservoir with a temperature 
regulator. 

The reference of Owen et al. discloses that it is conventional in the art of organ perfusion 
to provide the perfusion system with a reservoir (10) that includes a temperature regulator (30a). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art to 
provide the system of the patented claims with a reservoir system as suggested by the reference 
of Owen et al. for the known and expected result of providing a source of additional perfusion 
fluid that can be added to the perfusion loop and maintained at the required temperature 
conditions. 

Claims 13-16 differ by reciting that the device includes a processor for controlling the 
perfusion conditions within the device. 

The reference of Owen et al. discloses that it is conventional in the art of organ perfusion 
to provide the perfusion device with a processor that can be programmed by the user (See 
column 13, lines 23-41; and column 15, lines 24-44). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art to 
provide the system of the patented claims with a processor for the known and expected result of 
automating the operation of the device. 
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Claims 17-20 differ by reciting that the device includes a processor controlled venting 

system. 

The reference of Owen et al. discloses that it is conventional in the art of organ perfusion 
to provide the perfusion device with an air venting system that operates in conjunction with a 
bubble detection and removal system (See column 14, lines 34-61; column 18, lines 11-21). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art to 
provide the device of the patented claims with the bubble detection, removal and gas venting 
system suggested by the reference of Owen et al. for the known and expected result of 
automating the removal of gas or bubbles from the perfusion loop. 

Claims 26-29 differ by reciting that the device includes a radio frequency identification 
tag installed on the organ container and associated reader wherein the tag is used to program the 
control processor. 

The reference of Owen et al. discloses that the use of a radio tag and reader are known in 
the art of organ perfusion (See column 13, lines 23-41). 

In view of this teaching, it would have been obvious to one of ordinary skill in the art to 
provide the device of the patented claims with a radio tag system suggested by Owen et al. for 
the known and expected result of providing a means recognized in the art for allowing the organ 
to be remotely monitored and/or data to be transferred for further use and/or control. 

17. Claims 1-32 are directed to the same invention as that of claims 1-25 of commonly 
assigned 6,677,150. The issue of priority under 35 U.S.C. 102(g) and possibly 35 U.S.C. 102(f) 
of this single invention must be resolved. 
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Since the U.S. Patent and Trademark Office normally will not institute an interference 
between applications or a patent and an application of common ownership (see MPEP Chapter 
2300), the assignee is required to state which entity is the prior inventor of the conflicting subject 
matter. A terminal disclaimer has no effect in this situation since the basis for refusing more 
than one patent is priority of invention under 35 U.S.C. 102(f) or (g) and not an extension of 
monopoly. 

Failure to comply with this requirement will result in a holding of abandonment of this 
application. 

Conclusion 

1 8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to William H. Beisner whose telephone number is 571-272-1269. 
The examiner can normally be reached on Tues. to Fri. and alt. Mon. from 6:15am to 3:45pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gladys J. Corcoran can be reached on 571-272-1214. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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